MODIFIED PTO/SB/08 (08-00) 
Approved for use through 10/31/2002. OMB 0651-0031 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control 
number. 



Substitute for form 1449B/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

Date Submitted: October 25, 2006 

(use as many sheets as necessary) 


Complete if Known ^ 


Application Number 


10/586,310 


Filing Date 


1/14/2005 


First Named Inventor 


Margarita GARCIA-CALVO 


Group Art Unit 


Unassigned 


Examiner Name 


Unassigned 


^Sheet 1 of 5 


Attorney Docket Number 


059893-0121 J 



U.S. PATENT DOCUMENTS 


Examiner 
initials 


Cite 

Kin 1 

NO. 


U.S. Patent Document 


Name of Patentee or Applicant of 
Cited Document 


Date of Publication of 
Cited Document 
MM-DD-YYYY 


Pages, Columns, Lines, 

Where Relevant 
Passages or Relevant 
Figures Appear 


Number 


Kind 
Code 2 (if 






2004/0093629 




Altmann et al. 


05/13/2004 








2004/0137467 




Altmann et al. 


07/15/2004 








2004/0161838 




Altmann et al. 


08/19/2004 








6,426,198 




Cartsea et al. 


06/30/2002 








2002/0151536 




Davis ef al 


10/17/2002 








RE37.721 




Rosenblum et al. 


05/28/02 








5,306,817 




Thiruvengadam et al. 


04/26/1994 








5,561,227 




Thiruvengadam et al. 


10/01/1996 








5,618,707 




Homann et al. 


04/08/1997 








5,624,920 




McKittrick et al. 


04/29/1997 








5,631,365 




Rosenblum et al. 


05/20/1997 








5,656,624 




Vaccaro et al. 


08/12/1997 








5,627,176 




Kirkup et al. 


05/06/1997 








5,633,246 




McKittrick et al. 


05/27/1997 








5,661,145 




Davis 


08/26/1997 








5,688,785 




Vaccaro 


11/18/1997 








5,688,787 




Burnett et al. 


11/18/1997 








5,688,990 




Shankar 


11/18/1997 








5,698,548 




Dugar et al. 


12/16/1997 








5,728,827 




Thiruvengadam et al. 


03/17/1998 








5,739,321 




Wu et al. 


04/14/1998 








5,744,467 




McKittrick ef al. 


04/28/1998 








5,756,470 




Yumibe ef al. 


05/26/1998 








5,767,115 




Rosenblum et al. 


06/16/1998 








5,846,966 




Rosenblum ef al. 


12/08/1998 








5,856,473 




Shankar 


01/05/1999 








5,886,171 




Wu ef al. 


03/23/1999 








5,919,672 




Homann ef al. 


07/06/1999 








6,093,812 




Thiruvengadam ef al. 


07/25/2000 





Examiner 
Signature 


/Shafiqui Haq/ 


Date 

Considered 


06/01/2010 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

1 Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 'Enter Office that issued the document, by the two-letter code (WIPO 
Standard ST.3). "For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 
5 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. "Applicant is to place a check mark here if 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on 
the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, 
Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, 
Alexandria. VA 22313-1450. 

wash_i706535.i A[± REpERENCES C0NS|[)ERED r^Qrcpy WHERE LINED THROUGH. /SH/ 



MODIFIED PTO/SB/08 (08-00) 
Approved for use through 10/31/2002. OMB 0651-0031 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control 
number. 



* Substitute for form 1449B/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

Date Submitted: October 25, 2006 

(use as many sheets as necessary) 


Complete if Known 


Application Number 


10/586,310 


Filing Date 


1/14/2005 


First Named Inventor 


Margarita GARCIA-CALVO 


Group Art Unit 


Unassigned 


Examiner Name 


Unassigned 


^Sheet 2 of 5 


Attorney Docket Number 


059893-0121 J 



U.S. PATENT DOCUMENTS 






U.S. Patent Document 












6,096,883 




Wu et al. 


08/01/2000 








6/133,001 




Homann et al. 


10/17/2000 








6,207,822 




Thiruvengadam et al. 


03/27/2001 








6,627,757 




Fu et al. 


09/30/2003 








6,632,933 




Altmann et al. 


10/14/2003 








6,593,078 




Altmann et al. 


07/15/2003 





UNPUBLISHED U.S. PATENT APPLICATION DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


U.S. Patent Application 
Document 


Name of Patentee or Applicant of 
Cited Document 


Filing Date of 
Cited Document 
MM-DD-YYYY 


Pages, Columns, Lines, 

Where Relevant 
Passages or Relevant 
Figures Appear 


Serial Number 


Kind 
Code 5 {if 
known) 

















r FOREIGN PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


Foreign Patent Document 

<-i«i««3 m.™^- 4 Kind Code 5 
Office Number . 

uf known) 


Name of Patentee or 
Applicant of Cited 
Documents 


Date of Publication of 
Cited Document 
MM-DD-YYYY 


Pages, Columns, Lines, 

Where Relevant 
Passages or Relevant 
Figures Appear 


T 8 






WIPO 


WO2006015365 


A1 


Mt. Sinai School of Med. 


02/09/2006 










WIPO 


WO2005/69900 




Merck & Co. 


08/04/2005 










WIPO 


WO2004/032716 


A2 


Massachusetts Institute 
of Technology 


04/22/2004 










WIPO 


WO 01/70974 




Takeda Chemical 
Industries, Ltd. 


09/27/2001 










WIPO 


WO 01/57190 




HYSEQ, Inc.. 


08/09/2001 










WIPO 


WO 03/100094 




DEVGEN NV 


1 2/04/2003 










WIPO 


WO 00/20623 




Schering Corporation 


04/13/2000 










WIPO 


WO 00/34240 




Schering Corporation 


06/15/2000 










WIPO 


WO 00/60107 




Schering Corporation 


10/12/2000 










WIPO 


WO2004/014947 


A1 


Aventis Pharma 
Deutschland GmBH 


02/19/2004 







Examiner 
Signature 



/Shafiqui Haq/ 



Date 

Considered 



08/01/2010 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

1 Unique citation designation number. J See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WIPO 
Standard ST.3). "For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 
5 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. 'Applicant is to place a check mark here if 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on 
the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, 
Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, 
Alexandria, VA 22313-1450. 



WASH 1706535.1 



ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /SH/ 



MODIFIED PTO/SB/08 (08-00) 
Approved for use through 10/31/2002. OMB 0651-0031 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control 
number. 



r Substitute for form 1449B/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

Date Submitted: October 25, 2006 

(use as many sheets as necessary) 


Complete if Known 


Application Number 


10/586,310 


Filing Date 


1/14/2005 


First Named Inventor 


Margarita GARCIA-CALVO 


Group Art Unit 


Unassigned 


Examiner Name 


Unassigned 


^Sheet 3 


of 


5 


Attorney Docket Number 


059893-0121 J 



FOREIGN PATENT DOCUMENTS 1 


Examiner 
Initials* 


Cite 
No. 1 


Foreign Patent Document 

Office 3 Number 4 Kind Code= 
(if known) 


Name of Patentee or 
Applicant of Cited 
Documents 


Date of Publication of 
Cited Document 
MM-DD-YYYY 


Pages, Columns, Lines, 

Where Relevant 
Passages or Relevant 
Figures Appear 


T 6 






WIPO 


WO 00/63703 




Schering Corporation 


10/26/2000 










WIPO 


WO 02/079174 




Schering Corporation 


10/10/2002 










WIPO 


WO 01/75067 


A2 


HYSEQ, Inc. 


10/11/2001 










WIPO 


WO 01/75067 
Search Report 


A3 


HYSEQ, Inc. 


10/11/2001 







NON PATENT LITERATURE DOCUMENTS 



Examiner 
Initials* 



Cite 
No. 1 



Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.) date, page(s), volume-issue number(s), 

publisher, city and/or country where published. 



T 6 



ERICKSON etal., J. Neuroscience Research, June 2002, pp. 738-744, Vol. 68. 



ERICKSON era/., J. Inher. Metab. Dis., Feb. 2000, pp. 54-62, Vol. 23. 



ERICKSON etal., Molecular Reproduction and Development, 2002, pp. 167-173, Vol. 62,. 



ALTMANN ef a/., Science., Feb 2004, pp. 1201-1204, Vol. 303. 



DAVIES etal., The Journal of Biological Chemistry, April 1, 2005, pp. 12710-12720, Vol. 280, No. 13. 



IOANNOU, Nat. Rev. Molecular Cell Biology, Sep. 2001 , pp. 657-668, Vol. 2. 



BLOM etal., Human Molecular Genetics, 2003, pp. 257-272, Vol. 12, No. 3. 



MINHAS, Br. J. Cardiol., 2003, pp. 59-68, Vol. 10. 



Abstracts 1-79, The International Conference on Niemann-Pick Type C Disease, May 29-31, 2003; 
Tuscon, Arizona. 



CARSTEA etal., Science, 1997, Vol. 277, pp. 0228-231. 



Examiner 
Signature 



/Shafiqui Haq/ 



Date 

/Considered 



08/01/2010 



"EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

' Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 'Enter Office that issued the document, by the two-letter code (WIPO 
Standard ST.3). "For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 
5 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 1 6 if possible. Applicant is to place a check mark here if 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on 
the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, 
Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, 
Alexandria. VA 22313-1450. 



WASH 1706535.1 



ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /SH/ 



. • MODIFIED PTO/SB/08 (08-00) 

Approved for use through 10/31/2002. OMB 0651-0031 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control 
nafriber. 



r"^ Substitute for form 1449B/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

Date Submitted: October 25, 2006 

(use as many sheets as necessary) 


Complete if Known ^ 


Application Number 


10/586,310 


Filing Date 


1/14/2005 | 


First Named Inventor 


Margarita GARCIA-CALVO 


Group Art Unit 


Unassigned 


Examiner Name 


Unassigned 


^Sheet 4 of 5 


Attorney Docket Number 


059893-0121 A 



NON PATENT LITERATURE DOCUMENTS 



Examiner 
Initials* 



Cite 
No. 1 



Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.) date, page(s), volume-issue number(s), 

publisher, city and/or country where published. 



Genbank Sequence Disclosure; Accession No. AF1 92522. 



fifflbjir^^^ Accessj.Q.n.No.,.AFQ.Q2Q20... 



Genbank Sequence Disclosure, Accession No. AK078947. 



DAVIES et a/., Genomics, 2000, pp. 137-145, Vol. 65, Issue 2. 



IOANNOU era/., Mol. Genet. Metab., 2000, pp. 175-181, Vol. 71, No. 1-2. 



ALTMANN et al.. Biochim. Biophys. ACTA. 2002, pp. 77-93, Vol. 1580. 



DENINNO era/., J. Med. Chem., 1997, Vol. 40, pp. 2547-2554, No. 16. 



KRAMER et a/., Falk Symposium 129, 2002, pp. 147-160, Vol. 129. 



AMIGO et a/., Hepatology, 2002, Vol. 36, pp. 819-828, No. 4. 



REPA et al. Journal of Lipid Research, 2002, pp. 1864-1874, Vol. 43. 



HAUSER et al., Biochemistry, 1998, Vol. 37, pp. 17843-17850, No. 51. 



ACTON er al., The Journal of Biological Chemistry, 1994, Vol. 269, pp. 21003-21009, No. 33. 



HERNANDEZ er al., Biochimica et Biophysica Acta, 2000, pp. 232-242, Vol. 1486. 



DETMERS et al., Biochimica et Biophysica Acta, 2000, pp. 243-252, Vol. 1486. 



SMART et al., Proc. Natl. Acad. Sci., 2004, pp. 3450-3455, Vol. 101, No. 10. 



Examiner 
Signature 


/ShafiquI Haq/ 


Date 

Considered 


06/01/2010 



"EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

1 Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 'Enter Office that issued the document, by the two-letter code (WIPO 
Standard ST.3). "For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 
5 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 1 6 if possible. Applicant is to place a check mark here if 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on 
the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, 
Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, 
Alexandria, VA 22313-1450. 

wash_i706535.i A|± REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /SH/ 



. - MODIFIED PTO/SB/08 (08-00) 

Approved for use through 10/31/2002. OMB 0651-0031 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control 
number. 



Substitute for form 1449B/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

Date Submitted: October 25, 2006 

(use as many sheets as necessary) 


Complete if Known ^ 


Application Number 


10/586,310 


Filing Date 


1/14/2005 | 


First Named Inventor 


Margarita GARCIA-CALVO 


Group Art Unit 


Unassigned 


Examiner Name 


Unassigned 


^Sheet 5 of 5 


Attorney Docket Number 


059893-0121 J 



NON PATENT LITERATURE DOCUMENTS ! 


Examiner 
Initials* 


Cite 
No. 1 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.) date, page(s), volume-issue number(s), 

publisher, city and/or country where published. 


T 8 






DAWSON era/., Curr. Opin. Lipidol. 1999, pp. 315-320, Vol. 10, No. 14. 








ALLAYEE etal.. Science, 2000, pp. 1709-1711, Vol. 290, No. 5497. 








BERGE et a/., Science, 2000, pp. 1771-1775, Vol. 290, No. 5497. 








JOURDHEUIL-RAHMANI et a/., Biochem Biophys Res. Commun., 2002, pp. 390-395, Vol. 292, No. .2. 








WERDER etal.. Biochemistry, 2001, pp. 11643-11650, Vol. 40, No. 38. 








Zetia™ Product Information Sheet. 
















Mouse Gene Informatics web page "Gene Detail" of the NPC1L1 gene. 













Examiner 
Signature 


/Shafiqul Haq/ 


Date 

Considered 


06/01/2010 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

' Unique citation designation number. 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WIPO 
Standard ST.3). 'For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 
5 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. Applicant is to place a check mark here if 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on 
the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, 
Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, 
Alexandria, VA 22313-1450. 

wash_i706535.i A|J _ REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /SH/ 



